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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)S Responsive to communication(s) filed on 20 January 2004 , 
2a)l3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11,453 O.G.213. 

Disposition of Claims 

4) E3 Claim(s) 39-66 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) I3 Claim(s) 39-66 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) [3 Notice of References Cited (PTO-892) 

2) CD Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) CD Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-1 52) 

6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 1-04) 



Office Action Summary 



Part of Paper No./Mail Date 18 



Application/Control Number: 09/707,685 Page 2 

Art Unit: 3738 

DETAILED ACTION 
Response to Arguments 

Applicant's arguments with respect to claims 14, 18-20, 23, 29-33, and 35-38 have been 
considered but are moot in view of the new ground(s) of rejection. However, the examiner 
would like to address one of the applicant's arguments, seeing that it applies to the current office 
action. Applicant has argued that the previously applied patents, for instance Clubb (USPN 
6,203,732 Bl) do not disclose a condition/rate that controls of the formation of heterogeneities in 
a material. The examiner disagrees. First, every material has a certain grain size, grain phase, 
composition, and binding sites. Therefore, when a user selects a material to be deposited, the 
user is selecting (thus controlling) the formation of these heterogeneities, which are specific to 
the material of selection. Because Clubb (an other patents recited in the rejection below, 
Whitcher and Johnson) disclose specific materials to be deposited, the user is controlling the 
heterogeneities by selecting a material, each material having known grain size, phase, 
composition, and binding sites specific to that material. Second, not only is the user controlling 
formation of heterogeneities by selection of a material, but also is controlling the formation of 
heterogeneities by depositing under a specific condition/rate. Every deposition process is 
completed at a rate and under a condition. Every rate, or condition is inherently going to have 
some kind of effect on the heterogeneity of the material A rate, or condition, is a variable, and 
every variable will have some effect on the heterogeneity of the material, whether it be zero, a 
little, or a lot. It is noted that the applicant has not claimed a heterogeneous material, the 
applicant has only claimed a condition/rate that has control over the formation of 
heterogeneities. And since every condition/rate has some effect over the end product of the 
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deposition process, every deposition process, including the process of Clubb and the others cited 
below (Whitcher and Johnson), have a condition and rate, each condition/rate inherently having 
control over the formation of heterogeneities, because all condition/rates have an effect on the 
heterogeneity of the material, and the selection of a condition or rate, is controlling what 
heterogeneities form 



The following is a quotation of the second paragraph of 35 U.S.C 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 46 rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

Claim 46 recites the limitation "the device-forming metal" in line 2. There is insufficient 
antecedent basis for this limitation in the claim. It is suggested to change "the device- forming 
metal" to recite —the stent-forming metal--. 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitied to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 1 22(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1 (a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1 (2) of such treaty in the English language. 



Claim Rejections - 35 USC § 112 



Claim Rejections - 35 USC §102 
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Claims 39-66 are rejected under 35 U.S.C 102(e) as being anticipated by Whitcher et al. 
(Pub.No. US 2003/001 8381 Al). Referring to claim 39, Whitcher discloses a method of 
manufacturing an endo luminal stent (100) capable of radially expanding from a first diameter to 
a second diameter and having a plurality of first and second structural elements (fig-2), defining 
a longitudinal axis and circumferential axis of the stent comprising the steps of vacuum 
depositing a stent forming metal (120) onto an unpatterned, exterior surface of a generally 
cylindrical substrate (105) at a deposition rate ([0035]. >0.05 mm/min) that controls a formation 
of heterogeneities [0028], (a deposition rate is disclosed, therefore, heterogeneities inherently are 
formed, since all applicant has claimed it a deposition rate, see response to arguments above) to 
form a generally tubular, unpatterned metal film (1 1 5), defining the plurality of first and second 
structural elements of the stent in the unpatterned metal film, and removing the stent from the 
substrate [0051, 0052, 0053]. 

Referring to claim 40, Whitcher discloses depositing a sacrificial material layer (130) 
onto the substrate (105) prior to vacuum deposition and removing the sacrificial layer in order to 
remove the stent from the substrate [0053]. 

Referring to claims 41-45, Whitcher discloses vacuum deposition by ion beam assisted 
evaporation, sputtering, in the presence of an inert gas [0034, 0035, 0036, 0037]. 

Referring to claim 45, Whitcher discloses a deposition rate no less than 20 nm/sec 
([0035], > 0.05 mm/min). 

Referring to claim 46, Whitcher discloses rotation of the substrate during deposition 
([0035], rotate or translate the substrate). 
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Referring to claims 47 and 54, Whitcher discloses a method of making an endoluminal 
stent (100) comprising vacuum depositing [0034, 0035, 0036, 0037] nickel and titanium [0062] 
onto an exterior surface of a generally cylindrical substrate (105) to form a generally tubular film 
of nickel-titanium having no less than about 51.5 atomic percent nickel [0066], table 1, and 
removing the stent from the substrate [0051, 0052, 0053]. 

Referring to claims 48, 50, and 51, Whitcher discloses a nickel-titanium composition 
between about 51.5 and 55.0 atomic percent nickel, wherein the nickel and titanium is a binary 
nickel-titanium alloy (table 1), [0062, 0066]. 

Referring to claim 49, Whitcher discloses the rotation of the substrate during deposition 
(vector A, [0048]). 

Referring to claims 52 and 53, Whitcher discloses imparting a pattern onto the exterior 
surface of the substrate (105), wherein the pattern is transferred to the film during deposition 
[0055, 0056], and alternatively, imparting a pattern onto the tubular film after deposition [0054]. 

Referring to claim 55, Whitcher discloses depositing a sacrificial material layer (130) 
onto the substrate (105) prior to vacuum deposition and removing the sacrificial layer in order to 
remove the stent from the substrate [0053]. 

Referring to claims 55-56, Whitcher discloses vacuum deposition by ion beam assisted 
evaporation, sputtering, in the presence of an inert gas [0034, 0035, 0036, 0037]. 

Referring to claim 58, Whitcher discloses a deposition rate no less than about 20 nm/sec 

[0035]. 

Referring to claim 59, Whitcher discloses a method of making an implantable medical 
device (100) comprising vacuum depositing [0034, 0035, 0036, 0037] a device-forming metal 
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(120) onto an exterior surface of a substrate (105) under a condition that controls a formation of 
heterogeneities [0028] (Whitcher discloses a condition, which is all applicant has claimed, the 
condition inherently having control over heterogeneities, see response to arguments above) to 
form a metal film (115) and removing the implantable medical device from the substrate [005 1 , 
0052, 0053]. 

Referring to claims 60-61, Whitcher discloses imparting a pattern onto the exterior 
surface of the substrate prior to step a.[0055, 0056], and imparting a pattern defining the first and 
second structural elements onto the metal film after step a [0054]. 

Referring to claim 63, Whitcher discloses controlling the deposition rate during step a 
[0035], rate being 0.05 mm/min. 

Referring to claims 62 and 64-65, Whitcher discloses control of formation of 
heterogeneities, including polar and non-polar binding sites, grain size, grain phase, grain 
material composition, material composition, and surface topography, and rotation of the substrate 
during deposition [0028], see also, response to arguments. 

Referring to claim 66, Whitcher discloses a metal film (1 15) comprising no less than 
about 51.5 atomic percent nickel (table 1), [0066]. 

Claims 39-40, 42, 46-57, and 59-66 are rejected under 35 U.S.C 102(e) as being 
anticipated by Johnson et al. (USPN 6,533,905 B2). Referring to claim 39, Johnson discloses a 
method of manufacturing an endoluminal stent capable of radially expanding from a first 
diameter to a second diameter and having a plurality of first and second structural elements 
(fig. 9; col. 1, lines 10-15), defining a longitudinal axis and circumferential axis of the stent 
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comprising the steps of vacuum depositing (col.4, lines 52-53; col.5, lines 19-20) a stent forming 
metal onto an unpatterned, exterior surface of a generally cylindrical substrate (10; col.3, lines 
62-67) at a deposition rate that controls a formation of heterogeneities (every rate has control 
over heterogeneities, see above, response to arguments) to form a generally tubular, unpatterned 
metal film, defining the plurality of first and second structural elements of the stent in the 
unpatterned metal film, and removing the stent from the substrate (col.4, lines 21-31; col. 5, lines 
62-67). 

Referring to claim 40, Johnson discloses depositing a sacrificial material layer (14) onto 
the substrate (10) prior to vacuum deposition and removing the sacrificial layer in order to 
remove the stent from the substrate (col.4, lines 24-3 1). 

Referring to claim 42, Johnson discloses vacuum deposition by sputtering (col. 5, lines 

25-29). 

Referring to claim 46, Johnson discloses rotation of the substrate during deposition 
(col.4, lines 48-53). 

Referring to claims 47 and 54, Johnson discloses a method of making an endoluminal 
stent (fig. 9) comprising vacuum depositing nickel and titanium (col.4, lines 54-65; col.3, lines 
25-29) onto an exterior surface of a generally cylindrical substrate (10) to form a generally 
tubular film of nickel- titanium having no less than about 51.5 atomic percent nickel (col.4, lines 
54-65; col.3, lines 25-29; col.5, lines 1-13) and removing the stent from the substrate (col.5, lines 
62-67). 
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Referring to claims 48, 50, and 51, Johnson discloses a nickel-titanium composition 
between about 51.5 and 55.0 atomic percent nickel, wherein the nickel and titanium is a binary 
nickel-titanium alloy (col.4, lines 54-65; col.3, lines 25-29; col.5, lines 1-13). 

Referring to claim 49, Johnson discloses the rotation of the substrate during deposition 
(col.4, lines 48-53). 

Referring to claims 52 and 53, Johnson discloses imparting a pattern onto the exterior 
surface of the substrate (col.6, lines 36-50), wherein the pattern is transferred to the film during 
deposition, and alternatively, imparting a pattern onto the tubular film after deposition (col. 6, 
lines 19-22). 

Referring to claim 55, Johnson discloses depositing a sacrificial material layer (14) onto 
the substrate prior to vacuum deposition and removing the sacrificial layer in order to remove the 
stent from the substrate (col.4, lines 25-31; col.5, lines 61-67). 

Referring to claims 55-56, Johnson discloses vacuum deposition by sputtering, in the 
presence of an inert gas (col.5, lines 25-31). 

Referring to claim 59, Johnson discloses a method of making an implantable medical 
device comprising vacuum depositing a device-forming metal onto an exterior surface of a 
substrate (col.5, lines 25-33) under a condition (condition being material selection, pressure, 
deposition rate, col.5, lines 25-30, which is controlled, col.4, lines 54-65) that controls a 
formation of heterogeneities (inherently controlled, see response to arguments above) to form a 
metal film and removing the implantable medical device from the substrate (col.5, lines 62-67). 
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Referring to claims 60-61, Johnson discloses imparting a pattern onto the exterior surface 
of the substrate prior to step a. (col.6, lines 36-50), and imparting a pattern defining the first and 
second structural elements onto the metal film after step a (col.6, lines 19-22). 

Referring to claim 63, Johnson discloses controlling the deposition rate during step a 
(col.5, lines 25-30, sputter deposition is carried out, since deposition is conducted, inherently it is 
deposited at a rate). 

Referring to claims 62 and 64-65, Johnson discloses control of formation of 
heterogeneities (see response to arguments above, a condition is chosen, and the condition has 
control over the heterogeneities inherently, also, Johnson discloses precisely controlling the 
composition, col.4 line 54-col.5 line 13), including polar and non-polar binding sites, grain size, 
grain phase, grain material composition, material composition, and surface topography, and 
rotation of the substrate during deposition. 

Referring to claim 66, Johnson discloses a metal film comprising no less than about 51.5 
atomic percent nickel (col.4 line 54-col.5 line 13). 

Claims 59-61 and 63-65 are rejected under 35 U.S.C 102(e) as being anticipated by 
Clubb et al. (USPN 6,203,732 Bl, cited in previous office action). Referring to claim 59, Clubb 
discloses a method of manufacturing an implantable medical device (100; col.l, lines 6-10) 
capable of radially expanding from a first to a second diameter, having a plurality of first 
structural elements (104) defining a longitudinal axis of the device and a plurality of second 
structural elements (106) interconnecting adjacent pairs of the first structural elements and 
defining a circumferential axis of the device, (fig- 17) comprising the steps of vacuum depositing 
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(col.4, lines 39-41; col. 5, lines 35-47) a device forming metal (20) onto an exterior surface (12) 
of a substrate (10) under a condition that controls a formation of heterogeneities (see above 
argument, and further; it is noted to the applicant that all the applicant has claimed here is a 
condition. The claim does not require a heterogeneous material, it only requires a condition that 
controls a formation of heterogeneities. Every condition is a variable, such as deposition rate, 
temperature, pressure, choice of material, etc, and each condition/variable will have an effect on 
the heterogeneity of the material, therefore, every condition controls the formation of 
heterogeneities. Even if no heterogeneities are present, a condition still controls it, to the degree 
of zero, in essence, the applicant has not claimed heterogeneities in the material, but only a 
condition, and during deposition, a condition is always present. Also, every material has a 
specific grain size, grain phase, composition, and binding sites, and just by the user selecting a 
specific material, the user is controlling the grain size, grain phase, composition, binding sites 
(heterogeneities), by selection of a material with the desired properties), (it is further noted to the 
applicant, that Clubb not only discloses a deposition condition, col. 5, lines 35-46, but also 
discloses formation of various material compositions, and material topographies, col.5, lines 10- 
20, which the applicant claims to be examples of heterogeneities) to form a metal film, and 
removing the implantable medical device (100) from the substrate (10), (col.4, lines 54-60). 

Referring to claims 60-61, Clubb discloses imparting a pattern (100c) onto the exterior 
surface (12) of the substrate (10) prior to step a. (col.3, lines 48-55), and imparting a pattern 
(104, 106, by removing excess material of 20) defining the first and second structural elements 
onto the metal film (20) after step a (col.4, lines 44-53). 



Application/Control Number: 09/707,685 Page 1 1 

Art Unit: 3738 

Referring to claim 63, Clubb discloses controlling the deposition rate during step a 
(Clubb discloses deposition, col.4, lines 39-41; col. 5, lines 35-46, and because deposition is 
occurring, it is inherently occurring at some rate, and the rate used, has been controlled by the 
user. The user has controlled the rate by selecting a rate, inherently the rate is controlled). 

Referring to claims 64-65, Clubb discloses control of formation of heterogeneities, 
including polar and non-polar binding sites, grain size, grain phase, grain material composition, 
material composition, and surface topography (see above arguments, and again, Clubb discloses 
choosing combinations of materials, (material composition), and choosing various topographies 
(col. 5, lines 10-20), and by choice of these factors, the user has control over the grain size, phase, 
and binding sites, which are properties of the material, (which the user has chosen, therefore, the 
control of formation of heterogeneities are inherently controlled)). 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Cheryl Miller whose telephone number is (703) 305-2812. The 
examiner can normally be reached on Monday through Friday from 7:30am to 5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Conine McDermott, can be reached on 308-21 1 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-2 17-^T97 (toll-free). 



Cheryl Miller 




BRUCE SNOW 
PRIMLY EXAMINER 




